PoHL BOSKAMP

Manufacturer Batch Certificate of Compliance

Product: Respero Myrtol forte
API Myrtol
Importing Country: Russia

Marketing Authorization Number: 11 NO13662/01
Normative Document Number: ITN013662/01-031209 as amended by Ch. No. 1, 2, 3,
4,5,6,8,9,10, 11, 12, 13, 14

Strength / Potency: 300 mg

Dosage form: Capsules enterosoluable
Package size and type: 69.720 x 20 Capsules
Batch number: 502190

Date of manufacture: 08 January 2025

Expiry Date: 01/2029

API name: Mpyrtol standardized
API batch number: 405806

Name and address of manufacturer of the drug substance

X] Robertet S.A.
37, avenue Sidi-Brahim
06130 Grasse, France

Name and address of manufacturer

<] Swiss Caps AG
Husenstrasse 35
9533 Kirchberg, Switzerland

[ ] G.Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Dageling, Germany

Name and address of packaging site

X G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Diégeling, Germany

Name and address of manufacturer (quality control)

G. Pohl-Boskamp GmbH & Co. KG
O Kaddenbusch 4 and 11
i 25578 Diégeling, Germany
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PoHL BoskaMP

Name and address of manufacturer (batch release)

G. Pohl-Boskamp GmbH & Co. KG
Kieler Strale 11, 25551 Hohenlockstedt
Germany

Results of analysis: See Certificate of Analysis

Comments/remarks: J.

I hereby certify that the above information is authentic and accurate. This batch of product
has been fabricated / manufactured, including packaging and quality control at the above
mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country.
The batch processing and analysis records were reviewed and found to be compliance with
GMP.

This Manufacturer Batch Certificate of Compliance is issued in both English and Russian
language. In the case of any discrepancies between the English and Russian text, the English
text shall prevail.
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PoHL BoskAamMmP

CepTudurart COOTBETCTBHA

[Iponyxr: Pecniepo Muptoa ¢gopre
MHH: Mupton
Crpana-umropTep: Poccus

Howmep perucrparmonnoro yuocroepenus: [1 N013662/01
PexBusuthl HOpMaTHBHOM qokymeHTanuu: 11 N013662/01-031209 Bxit. usmenenus Ne 1, 2,
3,4,5,6,8,9,10,11, 12, 13, 14

Jlo3upoBka / akTHBHOCTb: 300 mr

JlexapcTBeHHast hopma: KarcyJjbl KHIIEYHOPACTBOPUMBIE
Pazmep u THII yIIakOBKH: 69.720 x 20 xarncyn

Howmep cepun: 502190

JlaTa mpousBoCTBA: 08 stuBapst 2025

Cpox TOAHOCTH: 01/2029

HaumenoBanwue (apMarieBTHIeCKOi CyOCTaHITII: MHPTOJ CTAHIapTU3UPOBAHHBIN
Howmep cepun apmarieBTHIecKoii cyOCcTaHITIH: 405806

Haspanue u afpec mpou3BOUTENST (papMareBTUIECKOi CyOCTaHIHH:

Robertet S.A.
37, avenue Sidi-Brahim
06130 Grasse, France

Haspanue u aapecC IMMPOU3BOAUTEII:

X] Swiss Caps AG
Husenstrasse 35
9533 Kirchberg, Switzerland

[ ] G.Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Digeling, Germany

HazBanue u aJpec yIaKoBIIUKaA:

X] G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Digeling, Germany

Haspanwue u agpec mpou3BouTeIsi (KOHTPOJIb Ka4eCTBa):

G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Diégeling, Germany
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PoHL BOSKAMP

HasBanwue u ajipec mpou3BOAXTENS (BBITYCK CEPUH):

G. Pohl-Boskamp GmbH & Co. KG
Kieler Strafle 11, 25551 Hohenlockstedt
Germany

Pesynprar ananmsa: Cwm.cepTrduKaT aHATTH3A

[Ipumeuanus: A

Hacmosiwyum s yoocmosepsiio, 4mo eviulenpugedeHHdas UHGopmayus 00CmMogepHa U modHd.
Jlannas cepus npodykma 6viia npousgedend, KN0YAs YNAK0BKY U KOHMPONb Kayecmed, Ha
BLIULEHA3BANHBIX NIOWAOKAX 6 NOAHOM coomeemcmeuu ¢ mpebosanusmvu npaéun GMP
MeCmMH020 Pe2yNAmopHo20 Op2anHd 61acmu U cO CheyuQukayuamu, YKasaHHulMu 6
pecucmpayuoHHoM — yoocmogepenuu  umnopmupyiowei  cmpauel.  IIpouseoocmeennas
OOKYMeHmayus u pe3yibmamvl aHanu3da Ovliu paccmMompenvl U HA0eHvl HaAXOOSUYUMUCS 6
coomeememauu ¢ mpebosanuimu GMP.

Hacrosimuii cepTrdUKaT COOTBETCTBUS TPOU3BOMUTEIISI HA CEPHIO BBIIYIIEH HA aHIIIMHACKOM H
PYCCKOM si3bIKax. B cirydae ;mo0BIX pacX0oXKIeHUH MEXY TEKCTOM Ha aHITTMHCKOM U PYCCKOM
SI3BIKAX, TEKCT Ha QHTJIMHCKOM SI3bIKE UMEET IIPHOPUTETHOE 3HAYCHHE.

_______ A" Hohenlockstedt / 18 June 2025

Qualified Person / XOXEHJIOKIITEAT
V1I01HOMOYEHHOE JTHI0
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Product / I[Ipomyxr:

Batch number / Homep cepuu:

PoHL BOSKAMP

Respero Myrtol forte / Pecnepo Muptou ¢opre

502190

Test / Iloka3zaTesan Requirements / Hopma Result / PezyabTar

Description Soft, transparent, Soft, transparent,
oblong gelatine capsules. oblong gelatine capsules.
Capsule filling is an oily Capsule filling is an oily
transparent, colourless to transparent, colourless to
yellowish liquid with a yellowish liquid with a
characteristic odour. characteristic odour.

Omnwucanue Msirkue jxeaTiHOBBIE Msirkue jxenaTuHOBBIE
KariCyJbl, IpO3pavyHbIe, KaIlCyJIbl, IPO3payHbIe,
IIPOJIOITOBATON (POPMEL. IIPOJIONITOBATOM (POPMEL.
Coniepxumoe Kancyi — Cognepxumoe Karcyi —
MacIISTHUCTas Ipo3payvHasi, OT  MAaCJSIHUCTAsl Ipo3padHasi, 0T
OEeCIIBETHOI 10 YKEITOBATOM O€eCI[BETHOM 10 YKEJITOBATOMH
JKUJIKOCTD C XapaKTEPHBIM YKHUJIKOCTH C XapaKTepHBIM
3aI1axoM. 3araxoM.

Identification:

IR-spectrum

Gas chromatography

IR-absorption spectrum of
preparation in the range

from 4000 to 650 cm! should
have full coincidence of
absorption bands with the
absorption bands of the
reference spectrum.

The chromatogram of the test
solution, prepared for the
assay, should show 3 peaks
with similar relative retention
times (relative to 1-hexanol)
as the 3 peaks in the
chromatogram obtained with
the standard solution A.

IR-absorption spectrum of
preparation in the range
from 4000 to 650 cm™! has full

coincidence of absorption bands
with the absorption bands of the

reference spectrum.

The chromatogram of the test

solution, prepared for the assay,

shows 3 peaks with similar

relative retention times (relative

to 1-hexanol) as the 3 peaks in
the chromatogram obtained
with the standard solution A.
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Product / IIpomyxr:

Batch number / Homep cepumn:

PoH

Respero Myrtol forte / Pecnepo MuptoJu ¢popre

502190

I)>
L. DO

)SKAMP

Test / Iloxaszarenn

Requirements / Hopma

Result / PezyabTar

[1oJUTMHHOCTE:
HK-cniexrpockonust

['azoBas
xpomaTtorpadust

Refractive index

[Toxazarens
TIPEJIOMIICHHUS
Uniformity of mass of
dosed dosage forms

OHOPOTHOCTH MACCHI
JIO3UPOBAHHBIX
JIEKapCTBEHHBIX (hOpM

WudpakpacHbIif criekTp
MTOTJIONICHHUS TIpernapara B
obmactu ot 4000 1o 650 cm
JIOJDKEH UMETH TI0JIHOE
COBITAJICHHE I10JIOC
IIOIJIOIIEHHSI C ITOJIOCAMHU
nornommenust UK-criextpa
CpaBHEHHUSL.

-1

Ha xpomarorpamme
UCTIBITYEMOT'0 PacTBOPA,
IIPATOTOBIICHHOT'O JIJISI
KOJINYECTBEHHOTO
OTIpEJICJIEHUS, JIOJIKHBI
peructpupoBaThCs 3
OCHOBHBIX ITHKa, KOTOPBIE 110
OTHOCUTEJIEHBIM BpeMEHaM
yJI€p>KUBAHUSI (OTHOCUTEIIBHO
1-rexcanosa) mog00HBI 3
IIMKaM Ha XpOMaTorpaMMe,
IIOJIyYEHHOU CO CTaHJIapTHBIM
pactBOpoM A.

from 1.460 to 1.480
ot 1,460 mo 1,480

Average weight:
450 mg +/- 7.5%
(from 416.25 to 483.75 mg)

Deviation of filling weight of
every capsule from average
weight should not

exceed +/- 7.5%;

except for 2 capsules,

where weight can deviate

up to +/- 15%.

Cpennsis macca:

450 mr +7,5%

(ot 416,25 mo 483,75 mr).

NudpaxpacHblif criekTp
MIOTJIOIEHHUS TIpenapara B
obmactu ot 4000 1o 650 cm !
HAMEET IT0JIHOE COBIIAJICHUE
I10JIOC TIOTJIOIIEHHS C IT0JI0CaMH
norstomenust UK-crextpa
CpaBHEHHUSI.

Ha xpomarorpamme
HCIIBITYEMOTO PacTBOPa,
MIPUTOTOBJIEHHOTO JIJISI
KOJIMYECTBEHHOTO OIIPECIICHUS
PETUCTPUPYIOTCS 3 OCHOBHBIX
MUKa, KOTOPHIE 110
OTHOCHTETHHBIM BpeMEHaM
yJIepXKUBaHUS (OTHOCUTEIHHO
1-rexcanoa) mo00HEI 3
TUKaM Ha XpoMaTorpaMMme,
MOJTyYEeHHOU CO CTaHAAPTHBIM
pactBOopoM A.

1.468
1.468

447.36 mg

complies

complies

447.36 Mr
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Product / IIponyxr:

Batch number / Homep cepun:

PoHL BosSkKAMP

Respero Myrtol forte / Pecnepo Muptoa dgopre
502190

Test / Iloxa3zarenan

Requirements / Hopma

Result / PesyabTar

Disintegration test

Pacmamaemocts

Assay:

Myrtol standardized
alpha-pinene
limonene

1,8-cineole

KonnyecTtBeHHOE
oTIpesieNIeHuE:

Copnepaxanuie MUPTOIA
CTaHJAPTU3UPOBAHHOTO

Coneprxanue anbda-
MHEHA

OTKIIOHEHHE CONEPIKUMOTO
Ka)KJI0M KarCyJybl OT CPEIHER
Macchl HE JIOJDKHO IIPEBBIIIATh
+7,5%,

3a UCKIIIOUEHUEM JIBYX
KarcyJ, Jyist KOTOPBIX
JTOTIYCKAETCsI OTKIIOHEHHE JI0
+15%.

Capsules should not
disintegrate during 2 hours

in 0.1 M solution of
hydrochloric acid;

should disintegrate during

1 hour in phosphate buffer
solution (pH 6.8)

He nomxHeI pacniagarbes B
teyeHue 2 4 B 0,1 M pactBope
KHUCJIOTHI
XJIOPUCTOBOJOPOIHOM;

JloJokHBI  pacmafaTeCsl B
teuenue 1 4 B pocharHom
OydepnoM pacteope pH 6,8.

from 285 to 315 mg/capsule
from 20 to 57 mg/capsule
from 75 to 126 mg/capsule
from 75 to 164 mg/capsule

ot 285 1o 315 mr/kancyina

ot 20 1057 mr/karncyna

COOTBETCTBYECT

COOTBETCTBYECT

nlt 2 hours

15 min

HE MEHee 2 YacoB

15 mMun

299 mg/capsule

34 mg/capsule
106 mg/capsule
145 mg/capsule

299 mr/karncyia

34 mr/xamncyia
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Product / IIponyxr:

Batch number / Homep cepuu:

’l ) P

Respero Myrtol forte / Pecnepo Mmuproa dopre
502190

OHI

n

D)
D)

OSKAMP

Test / Iloxa3zarean

Requirements / Hopma

Result / Pe3yabTat

Coneprxanue TUMOHEHA

Conepxxanmue 1,8-
IIUHEOJIA

Microbiological purity:

TAMC
TYMC
Escherichia coli

Muxkpobuooruyeckas
HHCTOTa:

OOb111ee yuciio
a’pOOHBIX
MHUKPOOPTaHH3MOB

OO011ee uuciio
JIPOMOKEBBIX U
TIJIECHEBBIX TPHOOB

OtcyTcTBHE
EscherichiacoliB I r

Package

VYnoakoBka

ot 75 no 126 mr/karncyna

ot 75 o 164 mr/kamncyia

106 mr/kamncyna

145 mr/kxancyia

GF RF, GM 1.2.4.0002.18 <<Microbiological purity>> Category
3A (Solid (nonaqueous) drugs for oral use), Ph. Eur. (current

edition of Pharmacopoeia)
nmt 10° CFU/g

nmt 10*> CFU/g

absentin 1 g

ne 6onee 10 KOEB I 1

He 6onee 10° KOEB I T

OTCYTCTBYET B 1 T

10 capsules per blister
package of aluminium and
laminated foil.

2 blister packages placed
together with instruction for
use in carton box.

ITo 10 xancyn B 6iuctepe u3
ATIOMUHUEBON U
JTAMHHHPOBAHHOU ()OJIBTH.

<250 CFU/g
< 25CFU/g

absentin1 g

B cootrBeTcTBUU ¢ ['D PD, ODC 1.2.4.0002.18
"Muxpobuoormdeckas uuctora" Kareropust 3A (TBepzsie
(HeBOJHBIE) TTpenapaTsl JUIsl IpremMa BHYTPb)

/ EBp.@apwm. (Texymas Bepcust @apmaxorien)

<250 KOE/r

< 25 KOE/r

OTCYTCTBYeT B 1 T

10 capsules per blister package
of aluminium and laminated

foil.

2 blister packages placed
together with instruction for use
in carton box.

ITo 10 xamcyn B 6nucrepe u3
AITIOMUHHUEBOU U
JIAMAHUPOBAHHOM (DOJIBIH.
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Product / IIpoxyxr:
Batch number / Homep cepuu:

PoHL Boska

Respero Myrtol forte / Pecnepo MupTtou ¢gopre
502190

Test / Iloxka3zarean

Requirements / Hopma

Result / PesyabTaT

009

0 NN
rU VU

ITo 2 6imcrepa BMecTe ¢
HUHCTPYKIIHEH 110
MIPUMEHEHHUIO TIOMEIAIOT B
KapTOHHYIO KOPOOKY.

Must correspond to the section
labelling of the ND

In Russian specify:

on the blister

the name of medicine,
strength, logo, batch number,
expiry date, dosage form;

on folding box
name, country and

address of MA owner, logo,
name of

medicine, trade name of
preparation in

Latin, dosage form, number of
capsules in

a package, route of
administration, grouping
name, name of active
component and its quantity in
one capsule, statement that
medicine contains glycerol,
indications for use: "At acute
and chronic bronchitis and
also at inflammation of
paranasal sinuses (sinusitis)",
"Take into account the
recommendations of the
enclosed instruction for use!";
warnings: " Keep out of reach
of children!", "Sold only in
drugstores!", batch number,
expiry date, storage
conditions, prescription status,

o 2 6rmucTepa BMecTe C
MHCTPYKIMEHN 110 TPUMEHEHHIO
B KapTOHHOH KOpOOKe.

complies

complies

complies
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PoHL BOSKAMP

Product / ITpomyxr: Respero Myrtol forte / Pecnepo Muptoa ¢opre
Batch number / Homep cepuu: 502190
Test / IlokazaTenan Requirements / Hopma Result / PesyabTar
registration number, barcode,  Package marked with internal
mean of identification. typographical signs and codes
Marking of package with such as bar codes, item number
internal typographical signs and dimensions.
and codes is allowed.
MapxkupoBka JloiKHA COOTBETCTBOBATH COOTBETCTBYET
pazneny HJI «MapxupoBka»
Ha pycckom s13b1ke
yKa3bIBaIoT:
Ha Onucrepe COOTBETCTBYET
Ha3BaHUE IIpenapara,
JIO3UPOBKY, JIOTOTHII, HOMED
CepHH, TOJIEH J10,
JeKapCTBEHHYIO (Gopmy;
Ha KapTOHHOHU KOpoOKe COOTBETCTBYET

Ha3BaHUE, CTPaHy | aJipec
¢dbupmel Biagensia PV,
JIOTOTHII, Ha3BaHHE
nperapara, Ha3BaHue
nperapara Ha JIATUHUIIE,
JIEKapCTBEHHYIO (hOpMYy,
KOJIMYECTBO KarcyJs B
YIIaKOBKE, CII0CO0
MIPUMEHEHUSI,
IPYIIAPOBOYHOE HA3BAHUE,
HA3BaHUE aKTUBHOTO
KOMIIOHEHTA U €r0
KOJIMYECTBO B OJJHOM
KaricyJie, ykasaHue Ha
coJiep)KaHue

TIIUIEpOJIa B IIperapare,
MOKa3aHus K

npumeHeHuto: «IIpu octpom u

XPOHUYECKOM OpOHXUTAX, a
TaIOKe IPU

BOCTIQJIEHUH TIPHJIATOYHBIX
ma3yx Hoca

(cuHyCHTaX)», «Y YATHIBATH
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PoHL BOSKAMP

Respero Myrtol forte / Pecnepo Muptoa ¢gopte
502190

Product / IIpomyxr:

Batch number / Homep cepuu:

Test / IloxazaTenn Requirements / Hopma

Result / Pesyaprar

pEKOMEHAINH BIOXKEHHOM
WHCTPYKITUH 110
TIPUMEHEHHIO | »;
NpeAynpeAUTENbHBIE
HAJIIIUCH:

«XpaHUTh B HEOCTYITHOM
IS eTeit

mecre!», «IIpomaeTcst ToIbKO

B
arnrTekax!», HoMep CepHH,
roJieH 10,

YCJIOBHS XpaHCHUS, YCIOBUA

OTIIyCKa,
pETUCTPaLlMOHHBINA HOMED,
IITPHX-KOJI,

CPEJICTBO UAECHTHU(DUKAIIUH.

JlonmyckaeTcst HaHeCeHHE Ha
YIIaKOBKY
BHYTPEHHUX THITOTpa(CKIX
3HAKOB M KOJIOB.

Shelf life 4 years

Cpox rojiHOCTH 4 roma

Storage In original package, at
temperatures not exceeding
23 °C,

XpaHEHHE B opuruHaneHO# ynakoBke,

IIPU TEMIIEPATypPe HE BBIIIC
25 °C.

Ha ynmakoBky HaHeceHbl
BHYTpPEHHHE THIIOTpadckue
3HAKH U KOJIbI, TAKHE KaK
IITPUXOBBIE KOJIBI, TOBAPHBIN
HOMED U Pa3MepHl.

4 years
4 roma

complies

COOTBETCTBYET

The batch complies v&?hﬁe legal requirements of ND. /

Cepust cooTBeTcTBYeT TpeboBanusim HJI.
b7

ualified Person / YonHoMo4eHHOE JTUIIO
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne I1C-502190

ToproBoe HaMMEHOBaHUE Pecriepo Mupron dopre

MexnyHapoaHOE HEMATEHTOBAHHOE HAMMEHOBAaHUE Mupron

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlekapcTBenHas hopma Karncyipl Kule4HopacTBOpUMBbIE

Jo3upoBka 300 mr

®dopma BBITTyCKa 10 mrT., 6muctepa (2), KopoOKu
KOPTOHHBIE

Howmep cepuu (maptum): 502190

O0beM cepun(mapTun) 69 720

Jlata npousBoacTBa 08.01.2025

l'onen o 01.2029

HanvenoBanne wu azapec mpousBoauTens (C IHpousBoaurenn I'JID

yKa3aHUEM CTaJuil IPOU3BOJICTBA) Csucc Koarmic AT,

[seimapusi(Husenstrasse 35, 9533
Kirchberg, Switzerland)
YnakoBmmk/¢pacoBmmk
(B MepBUYHYIO/BTOPUYHYIO YTIAKOBKY )
I".ITonb-bockamn 'MOX u
Ko.KT',I"'epmanus(Kaddenbusch 4 and
11, 25578 Daegeling, Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
I".ITonb-bockamn I'MOX u
Ko.KT',I'epmanus(Kaddenbusch 4 and
11, 25578 Daegeling, Germany)

Homep n nata perucTpalluiOHHOTO yI0CTOBEPEHUS ITNO013662/01 ot 21.07.2008
(Hara nepeodopmnennst PY 10.12.2019)
Howmep 1 1ata HOpMaTUBHOW JTOKYMEHTAIUU I1N013662/01-031209 u3m.1-6,8-14
HaumenoBanue u axpec Jepxarens I".ITons-bockamn 'm6X n
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS Ko .KT',I'epmanus(Kieler Strasse

11,25551 Hohenlockstedt, Germany)

Hacrosimumii 10KyMEeHT NOATBEP:KIAEeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TPeOOBAHHSIM, YCTAHOBJICHHBIM IPHU €Tro
roCy/apCTBEHHOW PETUCTpaLUU

2
—

{aNprimy _© <= Coxomos BJI.  03.12.2025

(moamuck) (mata )

Boccag,
MNMoyToebi agpec: Poccun, 123317 r. Mocxsa I']peCHeHc:Kan HabepexHasn, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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